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Annexure 1: INITIAL STUDY SUBMISSION FORM

Study title §

| Section A: Title and Principal Inyestigator.

Name

Prevalence of Occult Hepatitis B Infection among blood donors in
an Oncology centre in Eastern India

Affiliation

By Origin

Principal Investigator = Dr. Debapriya Kumar (Basu) o
Co-Principal Investigator o Dr. Sanjay Bhattacharya 0
Co-Principal In'.rastbgatnr -:- Dr. Sutlrtha Ghnsh o

Industry Sponsored Investigator Initiatad

Sponsor Details -
By Design Dbservational D Imterventional
For Interventional studies only
Phase of Study [0 Phasel [] Phasell [] Phaselll O Phaze IV

(] Bicavailability/ Bicequivalence (BA/ BE) study

] Pre- Clinical Study

MNone of the Above (please specify intervention below)
Type of intervention I O Drug [ Vaccine [ Device
Plaase select all the interventions g .
applicable. The intervention may be an [] Radiotherapy  []Radioisotope
addition to or a modification of the [] Surgery
curment standard of care [F1 Diagnostic test

[0 Supportive Therapy

[J Educational Intervention

[0 Other

Is this a regulatory trial?

Regulatory trials will require DCGI permission before IRB approval.

Evidence of parmission or DCGI application with the current status of ] Yes No
application has to be notified at the time of submissien for review of

proposal.

Iz this an investigational new drug (IND) or first in human drug

study? £ Yes & No
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To be reviewed (on or before):

Enrolling Centers

[7] Single Center [0 Multicenter

{for multicenter studies)
Number of participating centers

International enrolment

[ Yes Mo

Total planned sample size

2000

Estimated/ Planned anrolment at Tata Medical Center

Will vulnerable subjects be
enrolled

[ Yes & No
(Il Yes, Flease Indicate)

[J Childran; [] Employees of the Institute
[ Patients, who are in Critical Care

[ Ecenomically/ Socially Backward

[0 Unable to understand written documentation
O Others

Informed Consent

All consent forms must be submitted
in English, Bengali and Hindi with
yalid translation and back-translation
carlificates before IRE review.

[0 Consent Walver Requestad
Standard Informed Consent form for Adult Subject

[J Informed consent form for legally authorized representative (for all
children and those adults incapable of consenting)

[0 Assent form (applicable for children between 7-15 in addition to
informed consent for LAR)

If consent or assent form is to be used, it includes all the recommended
components as advised in the ICMR Ethical Guidelines 2017. & Yes, | Confirm...

hitps:fethizcs. nedinndia.orgficmr_ethical guidelines. aspx

(DSMC)?

Does your study have a Data and Safety Monitoring Committes

O Yes Mo
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Total budget of the study {in INR) NA

Who will fund the following

Trial Intervention [] subject D Industry Sponsor
[] Institute as Sponsor NA
Cost of Serious Adverse Events [] Subjest [] Industry Sponsar
[] Institute as Sponser NA

Sponsor may avail of Clinical Trial Insurance

Compensation for Trial Related Injury D Subject D Industry Sponsar

D Institute as Sponsar MA

Sponscr may avail of Clinical Trial Insurance

If the answer to any of the above questions is ‘Subject’, please explain below:

Does your trial have clinical trial indemnity for
investigators?
All sponsered interventional studies must provide
documentation of indemnity for trial investigators and staff. All D i EI Mg
investigator-initiated interventional studies should have trial
| indemnity, please contact the IRB office for details.
Does the sponsor of the trial have clinical trial insurance?
All sponsored interventional studies must provide
documentation of trial insurance. All investigator-initiated
interventional studies of new treatments that are currently not [] Yes Mo
standard of cara and likely to result in SAEs in the interventional
arm should consider trial insurance for cost of serious adverse
events. Contact the IRB office for details.
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If bio-banking iz planned at Tata Medical Center, please provide
documentation that confirms that the TMC bio-bank and you are mutually aware
of the requirements and SOPs.

Does your project involve the use of stem cells?

If yes, please make sure you are aware of the DBT-ICMR guidelines for
Stem Cell Research,

2017.pdf

s lidbtindia.gov.in/sites/default/files/Mational Guidelines StemCellResearch-

Does your project involve the use of infectious material?

(1BSC)

If yes, please provide clearance from the Institutional Biosafety Committee

D Yes No

Does your project involve the use of radioactive isotopes?

If yes, please provide clearance from the appropriate governmental
agencies.

D Yes No

| tools?

If yes, pleass make sure you are aware of the ICMR guidelines for the
application of Artificial intelligence in Biomedical Research and Healthcare.,

in-biomedical-research-and-healthcare

Does your project involve sharing of data, digital samples

external institution/agency?

Does your project involve the development or use of artificial intelligence

hitps:/hwww,icmr.gov.in/ethical-quidelines-for-application-of-arificial-intelligence-

{images/sequencing data etc.) or biological samples of any form with any

|:| Yes Mo

D es No

If yes, | confirm that there s a dataf material transfer Privacy Preservations

agreement in consideration between the institution and

external agency covering all of the following Rights of access and use
Safekeeping and archiving

Disposal of digital and/ or biological material

Doees your project involve funding or collaboration with any foreign
agency or institution?

D Yes Mo

If yes, do you have clearance from the Health Ministry Screening
Committee (HMSC)?

Please check the following for details: https.//fmain.Jemrnic.in/content/health-

inisiry-screening-commi hmsc

] Yes
CJ i Progress

'I_Pmparad' by : Dr Indranil Maliick | Reviewed by: Prof Partha Pratim Mafumder
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Signatures

By signing the document, | acknowledge that | am aware of the details of the research protocal and that
all the answers to the questions above are true to the best of my knowledge.
ber &
| Name Signature E!::; bl tieiend
Principal i .
Investigator Dr. Debapriya Kumar {Basu) -&e&m& koA | gonges1155 & debapriya kumer@imekolkata.com
Lt

Co-Pl Co-l Dr. Sanjay Bhattacharys M mam&mjﬂ,hmmaw;
Co-Pl  Col | Sutiha Ghosh ;j:;.,f.,: Ll .%,ﬂﬂfl. 8391981774 & sufihadghosh@gmal.com
Ce-PI Co-l
Co=-Pi Co-l
Co-Pl Co-l
Co-Pl Co-l
Co-Pl Ca-l
Co-Pl Co-|
Co=Pl Co-l
Co-FI Co-|

[ Prepared by : Dr Indranil Mallick | Reviewed by: Prof Partha Pratim Majumder | Reviewed by: Dr Pattatheyll Arun |
| IRE Member Secretary TMC-IRB Chairperson Head of the Institution |
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Statement of Compliance:

We, hereby, declare that, the information given above is true and that we will comply with the guidelines mentioned in
the NDCT (Third Amendment) Rules, 2022 (Drugs and Cosmetic Act 1840), Ethical Guidelines for Biomedical Research
on Human Particlpants by Indian Council of Medical Research (2017), Indian GCP Guidelines {2001) and the
Intemational Conference on Harmanization Good Clinical Practices (ICH GCP) Guidelines (1896) while conducting
the research study.

Data

Dr. Sanja:,r Bhattachar}'a 08 .0% . 10k

[
Dr. Sutirtha Ghosh Jitiittea 4hase. OR.05. 1034
W

ﬂrSuwu Shanha Dutta N mvlc@n% . f tﬁfi}“ TE

Dr. Sanjay Bhattacharya g;?lkm VA ll:)ﬂ'ﬁ 'FI_' %

Sty B e e

Stamgw&raul gﬂl&ﬁawl{!l

nitor C
E;D: . & Blood Transfusion
Tata Medical Center, Kolkata :

[}
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Annexure 2: Undertaking by the investigator as per Schedule lll, Table 4 of NDCT (Third Amendment) Rules,

2022

Protocol Name:

Prevalence of Occult Hepatitis B Infection in Blood Donars from a Tertiary Care Oncology Center
of Eastern India

1, Full name, Address and Title of the Principal Investigator! (Investigatons) when there is no Principal Investigatar}

2. Name and Address of the medical college, hospital or other facility where the clinical Trial will be conducted: Education,
ralning & experience that qualify the Investigator for the clinical trial [Attach details including Curriculum Vitae, Good Clinical
Practice Certificate & Medical Council Registration Certificate andfor any other statement(s) of qualification(s)].

3. Name and Addrass of all clinical laboratory facilities to be asscciated with the study,
4 Name and Address of the Ethics Committes that Is responsible for approval and continuing review of the study.

5. Names of the other merribers of the research team (Cao- or sub-Investigators) who will be assisting the Investigatar in the
conduct of the investigation(s).

8. Protocol Title and Study number (if any) of the clinical trial 1o be conducted by the Investigator.
7. Commitments:

| have reviewed the clinical protocol and agree that it contains all the necessary information to cenduct the study. [ will
not begin the study until all necessary Ethics Committes and regulatory approvals have been obtained.

| agree to conduct the study In accordance with the eurrent protocal, | will natimolemant any deviation from or changes
of the protacol without agreement by the Sponsor and prior review and documented approval/favourable opinion from
the Ethics Commiltes of the amendment, except where nacassary to efiminate an immediate hazard(s) fo the trial
Subjects or when the change(s) invelved are only logistical or adminisirative in mature,

| agree to personally conduct and/or supervise the clinical trial at my site.

| agree to inform all Subjects that the drugs are being used for investigation purpases and | will ensure that the
requirements relating to ebtaining informed consent and ethics committee review and approval specified in the GCP
| agree to repert fo the Sponser all adversa axperences that oscur in the course of the study in accordance with tha

| have read and understoad tha infarmation in the Investigator's brochure, including the potential risks and side afects

associates, colleagues and employees assisting in the conduct of the study are suitably
informed about their obligations in meeting thelr commitments in the

| agree o maintain adequate and sccurate records and 1o make those records available for auditinspection by the
Sponsor, Ethics Committee, Licensing Authority or their authorized representatives, in accordance with regulatory and
GCP provisions. | will fully cooperate with any study related audit conducted by reguiatory officials or authorized

| agrea to promptly repart to the IRB/EC all changes in the clinical trial activities and all unanticipated problems invalving

| agres to Inform all serious adverse events to the Sponsar as well a5 the IRB/EC within 24hrs of their cccurrence.
| will maintain confidentiality of tha identification of all participating study patients and assure security and confidentiality

| have/da not have any conflicts of Interest (COI) in the study |.e. Financial/Personal or others.

-«

o

e

&
guidelines are met,

&
regulatory and GCF guidelinas.

4
of the drug.

L] | agrea lo ensure that all
qualified and experienced and they have been
trial,

&
representatives of the Sponsar,

&
rizks to human Subjects or others.

&

=
af study data.

b

&

| agree to comply wilh all other requirements, guidelines and statutory obligations as applicable to clinical Investigators
parficipating in clinical trials.

(S hapniya kunah Bl 5|26

8, Skgnature of the Investigator with Date

Mame of the Investigator:

Proparad by : Dr Indranil Malllck

Reviewed by: Prof Partha Pratim Mafumdear

Reviewed by: Dr Pattatheyil Arun |

IRB Member Secretary

TMC-IRB Chalrperson

Head of the Institution
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Annexure 3: Check List of Documents for Protocol Submission {by the study team)

.ﬂ'i':_!.-'!'!i:||_.:||';.

1) Project submission application duly filled D | D
2) | Letter to Member Secretary/Chairperson D dD
— | =
3) | Summary of protecol {in not more than 500 words) D D
) Protocol D D e
5) | Amendments to protacal D D |
| % |
&) Informed consant decurment in English l:l D JI
. |
7 !r:.;n?-ne?_m?s-nnt document in Regional languages (Total D | D |
B) | Back translations of Informed consent dosuments D Z D
Transiation and Back translation cartificates of Informed o | D :
9 consent decuments D : ;
[ | |
10) | Amendmernts ta the Informed cansent documants D | D
|
| 11) Case Record Ferm [:I D
| 12) | Subject recruitment procedures | advertisements, natices ]:l : D
| I q | [ |
13) | Patient instruction card, identity card, diary elc D | El |
1 |
|
14) | Paentisubject questionnairefs) (No.__) 1 ] |
| Insurance palicy {only ane copy is neadad for
15) | submission) I:I D
16) | Investigaiors undertaking to DCG(1) (one copy) ] ]
17) | DCG() approval (one copy) [] []
f Invesiigé-tuf! agreement with spansor (copy of final
18) signed documant) D D
DCG(1) marksting/manufacturning licencs for hertal !
19) | formulationsinutraceutics {one capy) D D :
Health Ministry Screening Committee (HMSC) approval, |
| 20 in case the study Involes collaboration with any fareign Ed ] |
laboratoryclinicinstitution (one copy) il
Bhaba Alomic Research Centre{BARC) approval in caze -
21) study invelves usa of radivisofopesficnizing radiations [:] D
[one copy)
| Genelic Engineerng Advisory Committea (GEAC)
22 approval in case study involves uae of gene therapy (one D |:|
= | copy) |

Frepared by : Dr Indranil Maliick | Reviewed by: Prof Partha Pratim Majumder | Reviewed by: Dr Pattatheyil Arun
i IRE Member Secrefary TMC-IRB Chairperson Head of the institufion
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Director General of Fareign Trade (DGFT) appraval in D D
23) case study samples are to be sent abroad for analysia
lone copy) =
.-“'.I:fmlnlshah'.'e sanction from the Head q!'thn!n [nstifution in
24) casa of callaborative studies with other insfitutions (one EI D
= _eapy) -
Signed and dated brief current curriculum vitag of the
28] study team members (principal investigatos, co- D D
investigator, study coordinatar) (ene copy)
EH‘I!{:S Committee clearance of other cantres (Total Ma.
26) {pllagbste { ] D
Lon of delegation of responsibifity of the study team
_ 27) | members — sampla format enclosed D D
28) Document Recaipt Farm (one copy) i:l E]
i i ducted by Principal
29) ﬁ':'::{:gl ::I::ug aof ongeing studies con y p |:| _ D
30 | Dacumentation of GTRI registratien/any cther WHO ] D
) platform registry (whenever applicable) (one copy)
GCP training certificates of principal investigator and co- |:| D
3) investigator(s .
nvestigator(s)
3z) Any other documents submitted I:l D

Preparedj:-y D Indranil Mallick |  Rewviewed by: Prof Partha Pratim Mafumder II Reviewed by Or Pattatheyil Arun
IRB Member Secretary TMC-IRB Chairperscn | Head of the Institutian
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Checklist for EC form:

DOCUMENTS

RESPONSE

YES

NO

WA

NA

Submission Letter

Complete Submission Dossiers

Summary of Protocol

e

Undertaking by Investigator

Patient Information Sheet

Case Record Form

| Updated CV, GCP and MRC of Pl and all the respective Co-I's

Completed SOP 4

Draft CTA (i available)

R5D Approval

Study Budget (detailed budget sheet)

IBSC Checklist
(for profects handling with micro- orgamisms)

CTRI Registration Sheat

COSCO Submission

DCGl Approval

Study Presentation (min 5 slides; max 7 slides}

—

erpamd by : Dr Indranll Malllck | Reviewed by: Prof Partha Pratim Majumder | Reviewed by: Dr Fﬂﬂ'ﬂﬂ?ﬂﬂﬁmﬁ [
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Annexure 4: Delegation Log/ Roles and Responsibility
| Study title

Prevalence of Occult Hepatitis B Infection in Blood Donors from a Tertiary
‘ Care Oncology Center of Eastern India

Dr. Debapriya Kumar (Basu) " Principal Investigator 1
_ Dr. Sanjay Bhattacharya | Co-investigator 2
Dr. Sutirtha Ghosh Co-Investigator o
Co-Investigator 4
: Study coordinator &
i Study ceardinator 5
o Laboratory Technician B
. cooe TASKS ROLE 1 Es iﬂﬁ@?};ﬂ
All relevant documents pertaining to :
A | protect blinding v
B. Subject selection / screening e
C. | Obtain informed consent v
0, Evaluate inclusionfexclusion criteria " et
E Conduct the visit assessments
F. Physical examination | o
G. | Complete the source documents e
H. Complete and comrect CRF et N
I Final review and sign CRF (T - —
Ji Collect laboratory safety test samples o
K. Processing blood samples L
Preparing aliguots & keeping a tract of the
L. samples sent e
K |
| Review and signing of the laboratory
M | reports \/ T |

| Prepared by : Drindranii Mallick | Reviewed by: Prof Partha Pratim Majumder | Reviewed by: Dr Pattatheyil Arun |
| IRB Member Secretary TWMC-IRB Chairperson Head of the Institufion |
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N, Reuewe 1he study d_m_g;;me.n-l@;,m_'_“ i | -l
dispensing, storage & accountability '
o, Persons with whom subject should . | L
contact In case of ad'.r-erse- avent : | =i
P. |Reportal Ser;n-:s ﬁmerse Euants-(:SAE} _ '
Q. F_ollcw up of SAE -
R. - Maintaining study site master file
s. | In-charge of inventory & supplies Ve e - |
Ti -;chiuing of study documents ; N 2]
U Resolution of queries e e
V. Crwverall coordination an?t supervision V’f &

Propared by : Dr Indranil Mallick | Reviewod by: Prof Partha Pratim Majumder | Reviewed by: Dr Pattatheyil Arun |
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Annexure 5: Document Receipt form

Receipt No.

Protocaol Name

Protocol No.

| Submission Date

Principal Investigator

Department

Communication

E-mail address:

Documents submitted

Complete
Incomplete,
Will submit on:

Documents to be submitted
fater

Final signed clinical trial agreement
Informed consent farm

Case report forms (CRF)

Study budget

Investigator's brochure

Insurance document

Others (Flease Mention)

Name of Raceiver

Signature; Data:
Prepared by : Dr Indranil Mallick |  Reviewed by: Prof Partha Pratim Majumder | Reviewed by: Dr Pattatheyif Arun |
IRE Member Secretary TMC-IRB Chairperson Head of the [nstitution |




